
COMPOSITION
Emess 20mg Capsule:
Each capsule contains:
Enteric coated pellets of Esomeprazole Magnesium Trihydrate(USP) 
equivalent to Esomeprazole.........................................................……….20mg
Emess 40mg Capsule:
Each capsule contains:
Enteric coated pellets of Esomeprazole Magnesium Trihydrate(USP) 
equivalent to Esomeprazole.........................................................……….40mg

DESCRIPTION
Esomeprazole Magnesium is bis(5-methoxy-2-[(S)-[(4-methoxy-3,5- 
dimethyl-2-pyridinyl)methyl]sulfinyl]-1H-benzimidazole-1-yl) Magnesium 
trihydrate. Esomeprazole is the S-isomer of omeprazole, which is a mixture 
of the S- and R- isomers.  Its molecular formula is (C17H18N3O3S)2 Mg x 3 H2O 
with molecular weight of 767.2 as a trihydrate and 713.1 on an anhydrous 
basis. The structural formula is:

course of Esomeprazole may be considered. In infants 1 month to 
less than 1 year, Esomeprazole is indicated for short-term 
treatment (up to 6 weeks) of Erosive Esophagi�s due to acid-medi-
ated GERD.

Maintenance Of Healing Of Erosive Esophagitis
Esomeprazole is indicated to maintain symptom resolu�on and 
healing of Erosive Esophagi�s Controlled studies do not extend 
beyond 6 months.

Symptomatic Gastroesophageal Reflux Disease
Esomeprazole is indicated for short-term treatment (4 to 8 weeks) 
of heartburn and other symptoms associated with GERD in adults 
and children 1 year or older.

Risk Reduc�on Of NSAID-Associated Gastric Ulcer
Esomeprazole is indicated for the reduc�on in the occurrence of 
gastric ulcers associated with con�nuous NSAID therapy in pa�ents 
at risk for developing gastric ulcers. Pa�ents are considered to be at 
risk due to their age ( ≥ 60) and/or documented history of gastric 
ulcers. Controlled studies do not extend beyond 6 months.

H. Pylori Eradica�on To Reduce The Risk Of Duodenal Ulcer 
Recurrence.
Triple Therapy (Esomeprazole plus Amoxicillin and Clarithromycin): 
Esomeprazole, in combina�on with Amoxicillin and Clarithromycin, 
is indicated for the treatment of pa�ents with H. Pylori infec�on 
and duodenal ulcer disease (ac�ve or history of within the past 5 
years).

Pathological Hypersecretory Condi�ons Including Zollinger-Ellis 
on Syndrome
Esomeprazole is indicated for the long-term treatment of 
pathological hypersecretory condi�ons, including Zollinger-Ellison 
Syndrome.

DOSAGE AND ADMINISTRATION

CLINICAL PHARMACOLOGY
Mechanism of Ac�on 
Esomeprazole is a proton pump inhibitor that suppresses gastric acid 
secre�on by specific inhibi�on of the H+/K+-ATPase in the gastric parietal 
cell.  By ac�ng specifically on the proton pump, Esomeprazole blocks the 
final step in acid produc�on, thus reducing gastric acidity. This effect is 
dose-related up to a daily dose of 20 to 40mg and leads to inhibi�on of 
gastric acid secre�on.

Pharmacodynamics 
Antisecretory Activity
The effect of Esomeprazole on intra-gastric pH was determined in pa�ents 
with symptoma�c gastroesophageal reflux disease in two separate studies.
Serum Gastrin Effects
The effect of Esomeprazole on serum gastrin concentra�ons was evaluated 
in approximately 2,700 pa�ents in clinical trials up to 8 weeks and in over 
1,300 pa�ents for up to 6 to 12 months. The mean fas�ng gastrin level 
increased in a dose-related manner.
Enterochromaffin-like (ECL) Cell Effects
In 24-month carcinogenicity studies of Omeprazole in rats, a dose-related 
significant occurrence of gastric ECL cell carcinoid tumors and ECL cell 
hyperplasia was observed in both male and female animals.
Endocrine Effects
Esomeprazole had no effect on thyroid func�on when given in oral doses of 
20 or 40mg for 4 weeks. 
Pharmacokine�cs
Absorption
A�er oral administra�on peak plasma levels (Cmax ) occur at approximately 
1.5 hours (Tmax ). The Cmax increases propor�onally when the dose is 
increased, and there is a three-fold increase in the area under the plasma 
concentra�on-�me curve (AUC) from 20 to 40mg. At repeated once-daily 
dosing with 40mg, the systemic bioavailability is approximately 90% 
compared to 64% a�er a single dose of 40mg. The mean exposure (AUC) to 
Esomeprazole increases from 4.32μmol*hr/L on Day 1 to 11.2 μmol*hr/L 
on Day 5 a�er 40mg once daily dosing.

Distribution 
Esomeprazole is 97% bound to plasma proteins. Plasma protein 
binding is constant over the concentra�on range of 2 to 20 μmol/L. 
The apparent volume of distribu�on at steady state in healthy 
volunteers is approximately 16 L.

Metabolism
Esomeprazole is extensively metabolized in the liver by the 
Cytochrome P450 (CYP) enzyme system. The metabolites of 
Esomeprazole lack an�-secretory ac�vity. The major part of 
Esomeprazole's metabolism is dependent upon the CYP2C19 
isoenzyme, which forms the hydroxy and desmethyl metabolites.

Elimination
The plasma elimina�on half-life of Esomeprazole is approximately 1 
to 1.5 hours. Less than 1% of parent drug is
excreted in the urine. Approximately 80% of an oral dose of 
Esomeprazole is excreted as inac�ve metabolites in the urine,
and the remainder is found as inac�ve metabolites in the feces.

INDICATIONS
Treatment Of Gastroesophageal Reflux Disease (GERD)
Healing Of Erosive Esophagitis
Esomeprazole is indicated for the short-term treatment (4 to 8 
weeks) in the healing and symptoma�c resolu�on of diagnos�cally
confirmed Erosive Esophagi�s. For those pa�ents who have not
healed a�er 4 to 8 weeks of treatment, an addi�onal 4 to 8 week 
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USE IN SPECIFIC POPULATION
Pregnancy: Pregnancy Category C
There are no adequate and well-controlled studies with Esomeprazole in 
pregnant women. Esomeprazole should be used during pregnancy only 
if the poten�al benefit jus�fies the poten�al risk to the fetus.

Nursing Mothers
Esomeprazole is likely present in human milk. Esomeprazole is the 
S-Isomer of Omeprazole and limited data indicate that maternal doses of 
Omeprazole 20mg daily produce low levels in human milk. Cau�on 
should be exercised when Esomeprazole is administered to a nursing 
woman.
Pediatric Use
The safety and effec�veness of Esomeprazole have been established in 
pediatric pa�ents 1 to 17 years of age for short-term treatment (up to 
eight weeks) of GERD. The safety and effec�veness of Esomeprazole have 
been established in pediatric pa�ents 1month to less than 1 year for 
short-term treatment (up to 6 weeks) of Erosive Esophagi�s due to 
acid-mediated GERD. However, the safety and effec�veness of 
Esomeprazole have not been established in pa�ents less than 1 month of 
age.

Geriatric Use
Total number of pa�ents who received Esomeprazole in clinical trials, 
1459 were 65 to 74 years of age and 354 pa�ents were ≥ 75 years of age. 
No overall differences in safety and efficacy were observed between the 
elderly and younger individuals.

SIDE EFFECTS
• Acute Inters��al Nephri�s 
• Clostridium difficile Associated Diarrhea 
• Bone Fracture 
• Cutaneous and Systemic Lupus Erythematosus 
• Cyanocobalamin (Vitamin B-12) Deficiency 
• Hypomagnesemia

DRUG INTERACTIONS
Interference with An�retroviral Therapy
Concomitant use of Atazanavir and Nelfinavir with Proton Pump 
Inhibitors is not recommended. Co-administra�on of Atazanavir with 
Proton Pump Inhibitors is expected to substan�ally decrease Atazanavir 
plasma concentra�ons and may result in a loss of therapeu�c effect and 
the development of drug resistance.

Increased Concentra�ons of Saquinavir
For other an�retroviral drugs, such as Saquinavir, elevated serum levels 
have been reported, with an increase in AUC by 82%, in Cmax by 75%, and 
in Cmin by 106%, following mul�ple dosing of Saquinavir/Ritonavir. 
Therefore, clinical and laboratory monitoring for Saquinavir toxicity is 
recommended during concurrent use with Esomeprazole.

Drugs for Which Gastric pH Can Affect Bioavailability
Due to its effects on gastric acid secre�on, Esomeprazole can reduce the 
absorp�on of drugs where gastric pH is an important determinant of their 
bioavailability.

Effects on Hepa�c Metabolism/Cytochrome P-450 Pathways
Esomeprazole is extensively metabolized in the liver by CYP2C19 and 
CYP3A4. In vitro and in vivo studies have shown that Esomeprazole is not 
likely to inhibit CYPs 1A2, 2A6, 2C9, 2D6, 2E1, and 3A4.

Clopidogrel
Clopidogrel is metabolized to its ac�ve metabolite in part by CYP2C19. 
Concomitant use of Esomeprazole 40mg results in reduced plasma 
concentra�ons of the ac�ve metabolite of Clopidogrel and a reduc�on in 
platelet inhibi�on. Avoid concomitant administra�on of Esomeprazole 
with Clopidogrel.

Interac�ons with Inves�ga�ons of Neuroendocrine Tumors
Drug-induced decrease in gastric acidity results in Enterochromaffin-like
cell hyperplasia and increased Chromogranin A levels which may interfere 
with inves�ga�ons for neuroendocrine tumors.

Tacrolimus
Concomitant administra�on of Esomeprazole and Tacrolimus may 
increase the serum levels of Tacrolimus.

Combina�on Therapy with Clarithromycin
Co-administra�on of Esomeprazole, Clarithromycin, and Amoxicillin has 
resulted in increases in the plasma levels of Esomeprazole and 
14-Hydroxyclarithromycin.

Methotrexate
Concomitant administra�on of PPIs and Methotrexate (primarily at high dose)  
may elevate and prolong serum levels of Methotrexate and/or its metabolite 
Hydroxymethotrexate.

CONTRAINDICATIONS
Esomeprazole is contraindicated in pa�ents with known hypersensi�vity to 
subs�tuted Benzimidazoles or to any component of the formula�on. 
Hypersensi�vity reac�ons may include Anaphylaxis, Anaphylac�c shock, 
Angioedema, Bronchospasm, Acute Inters��al Nephri�s, and Ur�caria.

WARNING AND PRECAUTIONS
Presence of Gastric Malignancy
In adults, symptoma�c response to therapy with Esomeprazole does not 
preclude the presence of gastric malignancy.

Acute Inters��al Nephri�s
Acute Inters��al Nephri�s has been observed in pa�ents taking PPIs including 
Esomeprazole.

Clostridium Difficile Associated Diarrhea
Published observa�onal studies suggest that PPI therapy like Esomeprazole may 
be associated with an increased risk of Clostridium difficile associated diarrhea, 
especially in hospitalized pa�ents. 
Bone Fracture
Several published observa�onal studies suggest that Proton Pump 
Inhibitor (PPI) therapy may be associated with an increased risk for 
Osteoporosis-related fractures of the hip, wrist, or spine. 
Cutaneous and Systemic Lupus Erythematosus
Cutaneous Lupus Erythematosus (CLE) and systemic Lupus 
Erythematosus (SLE) have been reported in pa�ents taking PPIs, 
including Esomeprazole. 
Interac�on with Clopidogrel
Avoid concomitant use of Esomeprazole with Clopidogrel. Clopidogrel is 
a prodrug. Inhibi�on of platelet aggrega�on by Clopidogrel is en�rely 
due to an ac�ve metabolite. The metabolism of Clopidogrel to its ac�ve 
metabolite can be impaired by use with concomitant medica�ons, such 
as Esomeprazole.
Cyanocobalamin (Vitamin B-12) Deficiency
Daily treatment with any acid-suppressing medica�ons over a long 
period of �me (e.g., longer than 3 years) may lead to malabsorp�on of 
Cyanocobalamin (Vitamin B-12) caused by Hypo- or Achlorhydria.
Hypomagnesemia
Hypomagnesemia, symptoma�c and asymptoma�c, has been reported 
rarely in pa�ents treated with PPIs for at least three months,
Concomitant Use of Esomeprazole With St. John's Wort or Rifampin
Drugs which induce CYP2C19 or CYP3A4 (such as St. John's Wort or 
Rifampin) can substan�ally decrease Esomeprazole concentra�ons.
Concomitant Use of Esomeprazole with Methotrexate
Literature suggests that concomitant use of PPIs with Methotrexate 
(primarily at high dose) may elevate and prolong serum levels of 
Methotrexate and/or its metabolite, possibly leading to Methotrexate 
toxici�es.
OVERDOSE
The major signs of acute toxicity were reduced motor ac�vity, changes in 
respiratory frequency, Tremor, Ataxia, and Intermi�ent Clonic 
Convulsions. Manifesta�ons were variable, but included Confusion, 
Drowsiness, Blurred vision, Tachycardia, Nausea, Diaphoresis, Flushing, 
headache, Dry mouth, and other adverse reac�ons similar to those seen 
in normal clinical experience No specific an�dote for Esomeprazole is 
known. Since Esomeprazole is extensively protein bound, it is not 
expected to be removed by dialysis. In the event of over dosage, 
treatment should be symptoma�c and suppor�ve.
STORAGE
Store below 30OC.
Protect from light, heat  and moisture.
Keep out of the reach of children.
PRESENTATION
Emess (Esomeprazole) 20mg Capsule: Pack of 2 x 7’s in Alu-Alu blister.
Emess (Esomeprazole) 40mg Capsule: Pack of 2 x 7’s in Alu-Alu blister
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20mg & 40mg Capsules 

Amoxicillin 

Clarithromycin

Esomeprazole

Short-term Treatment of 
Symptoma�c

Weight < 20 kg

Weight 3kg to 5kg

Weight > 5kg to 7.5kg

Weight > 7.5kg to 12kg
Risk Reduc�on of NSAID-
Associated Gastric Ulcer

Weight ≥ 20 kg

Healing of Erosive Esophagi�s

1 month to< 1 Year old  

1 to 11 Year Olds  

Triple Therapy:
Once daily for 10 Days

Twice daily for 10 Days

Twice daily for 10 Days

Twice daily 
Pathological Hypersecretory
Condi�ons Inculding Zollinger-
Ellison Syndrome

1000mg

500mg

40mg

40mg

DOSE FREQUENCY

20mg or 40mg

Gastroesophageal Reflux Disease (GERD)

Once daily for 4 to 8 Weeks* Healing of Erosive Esophagi�s 

Healing of Erosive Esophagi�s
Symptoma�c GERD 

Erosive Esophagi�s due to acid-mediated GERD

Once daily

Once daily for 4 Weeks

Once daily for 4 to 8 Weeks

Once daily for up to 8 Weeks

Once daily for 8 Weeks

Once daily for 8 Weeks

Once daily for up to 6 Weeks

Once daily for up to 6 Weeks

Once daily for up to 6 Weeks

Once daily for up to 6 months

Once daily for 4 Weeks

Maintenance of Healing of 
Erosive Esophagi�s 20mg

20mg

20mg or 40mg

20mg

10mg

10mg

2.5mg

5mg

10mg

20mg or 40mg

10mg or 20mg

Symptoma�c Gastroesophageal
Reflux Disease  

Pediatric GERD 12 to 17 Year Olds  

H. Pylori Eradica�on to Reduce the Risk of Duodenal Ulcer Recurrence

INDICATION

* The majority of pa�ents are healed  within 4 to 8 weeks. For pa�ents who 
do not heal a�er 4 to 8 weeks, an addi�onal 4 to 8 week of treatment may be
considered.
Controlled studies did not extend beyond six months.
If symptoms do not resolve completely a�er 4 weeks, an addi�onal 4 weeks of
treatment may be considered.
Doses over 1mg/Kg/day have not been studied.
Doses over 1.33mg/Kg/day have not been studied.
The dosage of Esomeprazole in pa�ents with pathological hypersecretory
condi�ons varies with the individual pa�ent. Dosage regimens should be
adjusted to individual pa�ent needs.
Doses up to 240mg daily have been administered.
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